Ceprudukar aHaausa /

AHAJIUTUYECKHH MACMOPT CEPHH SA N O F l %%’

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company
Veresegyhdz site - 2112
Veresegyhéz, Lévai
u.5., Hungary

Teneodon: +36 28 585 600
/ ®akc: +36 28 585 93¢

Kop npoaykTa : VER_17893

Omicanue MpOAyxTsl : KopaapoH 200 mr TabneTku 30X

CTpaHa-vMIopTep 5 Poccua

Homep cepuu : DvVoo7 HoMep cepuu NOKYMaTenAa : DV0O07

laTa MPOM=2BOACTEA Y 26-9EB-2020 [lata ucredeHusa CpokKa :  AHB-2023
TOAHOCTH

IozMpOBKa : Cm. B «KonuuecTBeHHOE onpeneneHue»

JlexapcTeeHsaa QopMma 3 Tabnerku

Tun ynakoBKM 3 IIBX-aneMuHUl BaucTep

GMID t 261465

HUCIIBITAHUA CHHEIIU®PUKATIUN PE3VYJIBTATBI

XARPAKTEPUCTHEHA

OnuncaHue Kpyrnele TabneTku oT Oenoro no Genoro © COOTBETCTBYET
KPEMOBQTHM OTTEeHKOM UBeTa C TUHUEN
pasnoma C OOHOM CTCPOHM ¥ € $ackod ¢
IBYX CTopoH. HMMeeTcsa rpaBvpoBKa:
CMMBOJI B BMIe cepiua Hag JMHueH
paznoma u 200 non nMHUEN pasfoMa U
CKOC OT KpaeB K JYMHWUA paanoua.

- Cpenuas Macca Or 332,64~ 367,5 Mr (350 mr t 5 %) 350.8 wmr

- OOHOPONHOCTE 0O Macce Cpensss macca t 5 %, paspemeHo He COCTBETCTBYET
Gosiee uem 2 rabnetku u3 20, cpenHaA
MacCa KOTOphX OyneT OTKIOHATLCA HA +
10% (Esp.®apm., / PO I'®)

- TecT Ha NMHKMED pasanoMma CooTBEeTCTBYET COOTBETCTBYET
NoanuHHOCTE (B3XK) BpeMsa yIOepXWBaHUA OCHOBHOI'O MMKa Ha COOTBETCTBYET
- AMMOOApoHa I'MIOPOXNOpUMI ¥POMaTOTDaMMe MCIETYEMOI'O pacTsopa

IONMKHD COOTEETCTBOBATEL BPEMeHH
YEGPKHBaHMH OCHOBHOIO NMKa Ha
XpOMaTOrpaMMe CTaHOApTHOIO pacTsopa
aMMeOapoHa DPrOpOXJIopMOa.

KonuuecTeeHHoe onpenenexne (BIKX) Or 190,0 mo 210,0 mr (200 Mr + § )54 197.0 mr
- AmMmponapoHa TMIpoXnopuin

Pacreopenue (V&)
AmuonapoHa I'MApOXNoOpUI

(Q=8B0 %) (n=6) dyepes 60
MUHYT
Yawxa 1 He mMeHes 85 % 97 %
Yawka 2 He meHee B3 % 98 %
Hawka 3 He meHee BS % 94 %
Yawka 4 He mesee 85 % 94 %
Yawxa 5 He meHes BS % 93 %
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Ceprudukar ananusa /

AHAJIMTHYECKHUH NacropT cepuu

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112

Veresegyhdz, Lévai
u.5., Hungary

Tenedon: +36 28 585 600
/ ®axc: +36 28 585 939

SANOFI

Kon npoayxTa

Ormmcanme MPOOYKThI

VER_17893
Kopaapo 200 mr taéneTtku 30X

Crpana-muMrnopTep Poccusa
Homep cepuu Dveoo7 Homep cepu# MOKYTaTens DvVoO07
JaTa npoM3BOACTBA 26-$EB-2020 HaTa McTeueHUs CpOKa AHB-2023
TOOHOCTH
Hozuposka CM. B «KonmMuecTBEHHOE OMpenenesne
JlexkapcTeeHHana dopma TatneTku
Tun VNakoBKU [IBX-anoMuHuin BIKcTep
GMID 261465
Yauka 6 He meHee B5 % ! 97 %
- CTAONMA 2 Cpensee sHauyeHMe gna 12 radnerok HE MPOBOAWICCH
NONMKHO OniTh He Mmexee 4dem 80 % uepes 60
MUHYT, M HM OOHOW TabneTku CO
SHaueHMeM MeHee uem 65 %,
- CTRIOMA 3: CpenHee. 3HayeHue ansa 24 mabnerox HE [POBOJMNOCE

OONONEUTENBEHAA WHSOPMALMA

MUKPODUONOIMHUECKaA YUCTOTa

-QGIWee KOMUYECTBO a3pPCOHBEIX MUKPOOPTAaHWMI3MOB

KQE/r

-Qfuwes KONMUUECTBO NPOXKEBEIX ¥ NJIECHEBLX

KCE/r
£L T

rpuGoE,

-E.Celi

* IoroNEUTEeNbHEE TEeCTUMPOEBAHWA He NPCBCOMIMCE B XOOe pyTMHHOﬁ

kaxaol 100-# cepum, HO He pexe,

Cebutkd Ha HoMep PY, 3aperucTpupoBaHHOTO B PO:

A®M, MCNONBSOBAHHLIT B MPOM3BOACTBE
HauMeHOBaHue npouseoanTena AU

-AMMOnapOHa I'MIOPOXIOPHIO

YnakoBka ¥ MapKMpoOBKa:

(EBp.®apm. ) *

HOTXHO OEITE He MeHee uem BO % uepes 60
MMHYT, He Gonee 2 TableToK MOTYT WMETE
sHaveHWe MeHee ueM 65 & M HM ANA ORHOM
TabNeTKM He MOXeT OhThb 3HauYeHMA MeHee
yeM 55 %.

<=100

<=10

OTCYTCTBYRT

VMHCNEeKUun, He NpoBoansuc

yeM Ha 1 cepuu B romn)

1T N014833/02

Canogu Immu, Pyr a’AsuHeoH, 30390 Rpmox, ®paHumMa

B cooreercreun ¢ HO

oy %
TR
Ha OaHHOM cepwuu

£
i R

(NnpoBOOMTCA Ha

NaHHaa cepus oTBeyaeT TPeOOBaHMAM HOPMaTMBHOWM LOKYMEHTAUMH, 3aperncTpUpOBaHHOR B Poccuickon denepaumm no

nepeyYymciIeHHsM noxasareslAM KadecTBa.
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CeprudukaT aHaausa /
AHAJIHTHYECKHUH NMACIOPT CEPUH

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company
Veresegyhdz site - 2112
Veresegyhaz, Lévai

u.5., Hungary
Tenedon: +36 28 585 600
/ daxc: +36 28 585 939

Onucanne

CTpaHa-uM
Homep cep

flaTa

npou

JozmpoBKa
JlekapcTee
Tun vnako

GMID

Kon npogykTa

VER_17893

MPOAYKTE KopaapoH 200 mr tabnerku 30X

ANOpTEp Poccusa
4471 3 ovao?
2BOACTBA 26-9EB-2020

CM. B «KONMuUecTEEHHOE CnpelefleHue»

HHaA Qopma TabneTkKn
BKHK NMBX-anmoMMHul SnucTep

2614865

HoMep cepuu rnoKynarens

laTa ucTedeHUA CpOoKa
TOOHOCTH

pvoo?

AHB-2023

npaxkTUKU

NlaHdas cepuA Obyla NpoM3EEfSeHa B COOTEETCTEBMM C neficreyouaMy TpebosaHuAMM Han

aHanu=za cHabxen BHEKTPOHHOﬁ NOoANMCBIO, nonyqeauoﬁ Cc noMoubK BAaJIMAOMPOEBAHHOU

Jexaileif NpoOM3BOANCTEEHHON
(cGMP) u cooTBeTCTBYET chneuubpuMrauuAM COOTBETCTEYOWETDO PerMcTpaUMOHHOTO yOOCTOBEpeHnA. CepTUMKAT
naGopaTopHO# MHOOPMaUMOHHOM

YnoMHOMOYEHHOEe MU0 %

CHCTEME,

Pemenne no KayecTBy
PeweHue : OIOOBPEHO
IDara Bunycka (UTC +1) : 12-MAP-2020 08:54

Ip. ConTwn MoHKMKa Mapusa

(dr.

Solti Monika Maria)
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary

Phone:

+36 28 585 600 /

Fax:

+36 28 585 939

iy
b
O
a1

Item code
Product name
Import. country

Lot number - :

Strength
Dosage form
Packaging type
GMID code

Date of manufacture:

VER 17893
CORDARCONE 200 mg tablets 30X

Russia
DVOoOo7
26-FEB-2020
see at
tablet
- ALU blister
261465

PVC

Customer lot no.
Expiry date

the assay

DvoQo7
JAN-2023

ASSAY (HPLC)

IDENTIFICATION (HPLC)
- Amicdarone hydrochloride

- Amiocdarone hydrochloride

SRR SN S R R S S mmmxx%w\wﬁmwmwﬂwﬁﬂmmwmwxmmmmmw
| Tests Spemficatmns . Results L
CHARACTERS i 3
- Appearance .Round whlte to creamy wnlte tablets, Complies
w;th a score . llne on one’ side and bevel
on Dotr sidesi Engrav;ng heart symbol
‘above the score Line and 200 unde gne
score 1;nP and beveled edges towards t“e
score line. :
- hverage mass 33215 = 367.5'mg (BSOng_+/— 5 %). 350.8 mg
- Uniformity of mass Aveiage mass L Bk iroﬁ 20 tablets Complies
é dlscrepancy of average mass +/- 10:%
is permlt ed at riot acre than
two tablets: (Ph.Eur. /RJ Ph )  §”.
- Break line test i . Complies

Complies

Retentlon tlme of mAjcr peak in
chromatoqram of test solutxon shalt
camply wlth retentlon tlme of major peak
Ln chromatograw of reference salution 0;

amlodarone hydrochlorlda.

180.0 - 210.0 my (200 mg +/- 5 %)

Complies

197.0 mg

rap_cea_resultats v5

Page 1/ 3




BATCH CERTIFICATE

2,
-
",

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd,

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhéz, Lévai u.5., Hungary

Phone: +36 28 585 60C / Fax: +36 28 585 939

Item code : VER 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : Dv0O07 Customer lot no. : DvV0oQ7

Date of manufacture: 26-FEB-2020 Expiry date : JAN-2023
Strength : see at the assay

Dosage form tablet

Packaging type : PVC - ALU blister

GMID code : 261465

Teste.| rn | T Cpeefications o h 1 Results

DISSOLUTION (UV)

Amiodarone hydrochloride

(0=80%) (n=6) within 60 minutes R _ :

- Bowl 1 SCRR R : 97

%
- Bowl 2 98 %
- Bowl 3 94 %
- Bowl 4 tlod g
- Bowl 5 93 %
- Bowl 6 97 %
- Stage 2 A?é:égé}qf;i2'tabs ié_hdﬁ:iésé"thah-ﬁﬁ 5 NA
Qith#n_éosé;ﬁ., and n@.ﬁab'isllesé_thah
55%,?;" ; e e
- Stage 3 Avé;age of 24 tabs is not less o NA

than 80% within 60 min., not more than 2

units are less than 65%, and mo tab
is less tham 55%. di

ADDITIONAL INFORMATION

B o

Microbiological Quality (Ph.Eur)* e T i : h A
- TAMC, CFU/g s, B :

- TYMC, CFU/g

- Escherichia Coli, 1 g absent B ;
*aAdditional tests are not performed for routine inépettigﬁ, not ‘conducted for this batch

(for every 100th lot but at least for 1 lot/year)

The reference number of Market

Ruthorization registered in Russia: PLNDIES33(Q2

API used for precduction
Manufacturer's name of API

- Bmicdarone hydrochloride Sanofi Chimie, Route d'Avignon, 30390 Aramon, France
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyh&z site - 2112 Veresegyhaz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOF

o

Item code
Product name

VER 17893
CORDARONE 200 mg tablets 30X

Import. country Russia

Lot number pvoQo?7 Customer lot no. DV0OQ7
Date of manufacture: 26-FEB-2020 Expiry date JAN-2023
Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

GMID code 261465

Tests Specifications Results

Packaging and labelling:

In accdrdance_with ND

This batch meets the requirements of the Normative Document currently registered in Russian Federation

on the listed guality parameters.

This batch has been manufactured in compliance with the cGMP reguirements and complies with the specifications of
the relevant Marketing Authorization,

This Certificate of Analysis has been electronically signed from a validated LIMS.

' f - QP decision

\

Decision
Date

Qualified person:

FELSZABADITVA / ACCEPTED
12-MAR-2020 08:54

dr. Solti Ménika Maria
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